
e release of final piece on blood donor deferrals as a precaution for ~~s~sio~ ~~s~~ss~o~ of 
Cre~~fe~d Jacob disease, we again assess the blood supply horizon through the phases of 

~p~~~~~tatio~ of this new FDA pofiey. At the October meeting in the immediate wake of the disasters in 
New York and W~b~gto~, blood donations weie at aI1 time highs nationally and the supply was fas 

our ability to distribute for medical need. At &at time it was hard to remember blood 
imagine that we would have diI%&y timaging large dents in the ase hm the vcm 
oday, just fom months after the largest surge of blood donations in we look at a 

de~~ess~g pieme of blood donor apathy and rapidly dwindling supply that could soon impact the ability of 
om bospi~s to deliver medical care. 

The carat pictme goes beyond the usual pattern of soft donations and shortages tiat follow the holiday 
at acco~~~y severe winter weather and seasonal illness. The compounding factors today 

~cl~de: 1) the poor economy reszrS.ng from 9/f 1 arad preexistig conditions le g to corporate layoffs 
and low commmity morale; 2) a poorly de&ed general community malaise that is reflected in low 
crumble contributions as well as low blood donation rates; and 3) frustration with blood care 

i o~g~at~Q~s due to recent negative publicity as well as the at-&&i@ on blood wastage after 9111. There 
v~atio~ in severity with t&e greatest htensity in New York and the W~~gto~ area bat 

urveys 09 my part indicate a national phe~o~e~o~ of dismbing instability in the national rates of 
ation and supply. For us, we now see donation rates dropping well below levels experienced 
1 and our December whole blood collections were below OUT previous year. See accompany&g 

figwe. 

Prior to 9111, we were very coDEdent that with the agr~~e~ts for US szrppIy from ABC, BCA and ARC 
plus our own collections gruwth, we would have no supply problems for the New York area resulting from 
~p~~rn~~t~~g the guidance released in draA last f83_1, As we project the new reality into OUT plaming, we 
are now rnt~& less corrfident. Our Latest ~d~rs~~g %om our Euroblood p is that the Swiss and 
beads will cease their shipments at the end of March because of liability concerns and their inability to 
~~l~~e~t the q~~estions around residence in France. urhslt is most disturbing is the current instability a;nd 
~~pre~c~b~~ of blood donations. We simply don’t bow whether OUT donation rates will re&m to 
phenols levels aztd whether our existing agreements w&h other US providers wtiX be fizB%ed to Bll this 
void, We are certainly doing everything we cm to revive blood donations in ovx area. We assume all 

s axe working similarly. we b&eve it is important for th es to understand that 
is some real danger &at on could extend into the period ~ple~e~~~o~ and 

that severe blood shortages could result, both nationally as well as in New York City. 

Given this we urge thts committee to consider the fol~ow~g: 
X) Advise FDA that current ~e~~~~ around blood donations nationally warrants delaying phase one 

~~le~~~~t~o~ until at least the date for phase two. This would allow for a better ~de~st~d~g of 
how blood donation rates will stabilize. 

2) ~~os~ec~vely set specific triggers for ~odi~~g the guidance to itl order to adapt ~~~~g~lly 
evolving events such as: 1) low blood supply related to the deferrals; 2) ~~~~~e~~t~o~ of food 
cc;r;ntroLs assuring that the infectious agent is not entetig the food chain; and 3) vC3D attack and 
~~~vale~ce rates that indicate that the precautions of blood donor deferrals at exclude so mmy 
willing donors world wide are no longer necessary. 

e to fblly support and participate in tie agenda to make America’s blood sulpp.ly as safe as 
possible. We also believe that continuous assessment of the tradeoffs involved in this agenda is necessary 
to avoid causing patient harm in the name of blood safety. -ax 


